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SPL Submission Process
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Validation Error Notifications

Transmitted via FDA Gateway to submitter
Transmissions occur within 36 hours (business
days)

In the form of a 2nd or 3"d acknowledgment

— 2nd acknowledgment — system-generated message

— 3" acknowledgment — manually generated message
with additional notes

No 2nd or 3'd acknowledgment within 24 hours
usually denotes that submission was accepted



Technical Terms Glossary

Term

Definition

CorelD

A unique identifier which the FDA ESG assignsto every submission
and uses for reference purposes

Document Root ID

Globally Unique Identifier (GUID) and is unique for each version of
the document. Also referred as“root ID,” “ID,” “document ID,” or
“document root I1D.”

Effective Time

Provides a date reference to the SPL document version or a section
including the year, month and day as yyyymmdd.

GUID Globally Unique Identifier (used as the SPL document root ID, setID,
or section IDs)

SetID Globally Unique Identifier (GUID) and is aunique identifier for the
document that remains constant through all versions/revisions of the
document.

UuID Universal Unique Identifier (UUID) Synonymous w/GUID (see

definition for GUID)

Version Number

Integer greater than zero that provides a sequence to the versions of
the document.




Components of API or Bulk Product
Drug Listing SPL File

e Carton or container image
* Product Data Elements (drug listing)



Carton or Container

* Create a “Package.Label Principal Display
Panel” section

 Include the text from the principal display
nanel of the carton or container label

» “Reference” image in this section




API| Product Data Elements

POTASSIUM CHLORIDE
potassium chlonde powdar

Product Information
Product Type
Route of Adminisiration

Active Ingredient/Active Moiety
Ingredient Name
Poltassium Chioride (Potassum Cation)

Product Characteristics
Color
Shape
Flavor

Contains

Packaging

& ltem Code
1 NDC 44444 5E5-12

BULK INGREDIENT

WOT AFPLICABLE

ltem Code (Source) HDC 44444 BEE
DEA Schedule

Basis of Strength Strength
Polassam Cation 1kg in1kg

Package Description

T8 kg in 1 BAG

No inactive ingredients

100% strength

Size
Imprint Code

Multilevel Packaging

None



Bulk Product -
Product Data Elements

BENZOCAINE

benzocaine liquid

Product Information
Product Type BULK INGREDIENT Iltem Code (Source) NDC:44444 333

Route of Administration NOT APFLICABLE DEA Schedule

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

BENZOCAINE (BENZOCAINE) BENZOCAINE 40 kg in 100 kg

Inactive Ingredients
Ingredient Name Strength

ALCOHOL < Inactive ingredient(s) included Strength - Not 100%

Product Characteristics

Color Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# ltem Code Package Description Multilevel Packaging

1 NDC:44444 33377 825 kgin 1 DRUM Nene




Marketing Category — 100% API

e Select the appropriate marketing category
for the API product.

Marketing Information

Marketing Category Application Number or Monograph Citation
Bulk ingredient



Marketing Category — Bulk Product

e Select the appropriate marketing category
for the bulk product/drug for further
processing.

Marketing Information

Marketing Category Application Number or Monograph Citation
Drug for Further Processing



APl — Labeler/Establishment
Data Elements

Labeler - Labeler Name Here (285828881)

Establishment

Name Address IDIFEI Operations



Bulk Product-Labeler/Establishment
Data Elements

Address ID/FEI Operations



Application or Citation Number
Field

* There Is no application or citation number
for APIs or drugs for further processing



Marketing Status & Date

 The marketing status describes the activity
of the product

* The expiration date of the last lot released
to the marketplace.



Marketing Status & Dates

« Status of product
— Active: on the market

— Completed: when marketing is done the drug is no longer going to be available
on the market.

— Active or completed timestamp: effectiveTime value.
 Low value

— Time on the market

— Determines release of CoL/Listing SPL to public
 High value

— Time off the market (e.g. the expiration date of the last lot released to the
market.)

Marketing Start Date Marketing End Date
012472005



Updating SPL
Document Tracking Information

e Use
— nhew Id root
— new version number

—original setld
— appropriate effective time

 Misplaced SetID/SPL File

— E-maill core ID to spl@fda.hhs.gov

— Include contact person’s name and DUNS Number
which were included in original SPL file



mailto:spl@fda.hhs.gov

Creating the Submission Folder

ct a File b
Savein: 3 dorms_demo - = Ch Os_e omp t
- location to sa
3 (Cofiew Foider] information
it \
7] T Create a folder in
My Documents which to store NDC
8
My Compier
Y
5
MyPII*JaeEt:s eeeeeeeee | J Save |
as type: | J CCCCCC

e Choose computer location in which to store
folder to contain the SPL file.

e Create a folder in which to store the NDC
Labeler Code SPL file.



Naming the Submission Folder

Savein ‘_ndorms_demo j &= £ B8
; ndc_ler (\I
My Recent H— Name the folder
DDDDDDDD
DDDDDD
=/
My Documerts
oL
mmmmmmmm
'y |
My Networlc Y 5
e’ ) ! K =
astype: | j CCCCCC

 There is no folder naming convention

 However, we recommend not using symbols in
the name of the folder.



Naming the SPL File

Fﬂ
-
savern: [ Name the documen t using
3 the documen tID
My E;F:t;ent
mmmmmmmm
Desktop
—/ Add ".xml" file extension at
My Documents .
the end of document ID
49
mmmmmm
«) -
—
My Network  File pame [16744bdc c204-4181-9705-6400 227990 2:0ml = | 53"&‘:'——‘ Click the "Save" button
Places |
Save astype [xML Fies ~|  Cancel

Use the document ID (GUID) as the document file name
Use “.xml” as the file extension
Choose “Save” button

If you do not follow these steps your SPL will FAIL
validation.



Place SPL File in Folder

o
{1cee7cSc-3e6 | »
a-4e73-8e53- —’J
EEQSBCBZngbDE Place SPL document in a folder ndc_lcr
Xm |

e Place SPL document in a folder.

e Ensure that SPL file name Is document root ID with
“xml” as file name extension.

 Only ONE SPL document per folder. If applicable,
imagfg files (jpeg) may accompany listing SPL document
In folder.



Choosing “Center”

’:}L [.EJWebTrader."-ﬂ Help

Send document

Select who will receive the document
Gateway: FDATST

Center:+ (YNNG - < Choose"OC" as "Center”

Select the contents of the submission

« Select “OC” as the FDA Gateway “center.”

« NDC Labeler Code, Establishment Registration, &
Content of Labeling/Listing SPL documents submitted for
the purpose of registering a drug establishment and
listing a drug product should be sent via “OC.”



Navigate to Folder w/SPL

Navigate to location of
File Hame: | I folder containing SPL
Files of Type: |All Files |~ document

e Click browse button to navigate to location of
folder containing SPL file (and, if applicable,
associated image files.)



Selecting SPL Submission

3 Open <]

Look in: | nac_ier €A Name of folder containing
SPL files should appear

D 00000000 -3963-49?3-3953-993a032f9dhl].xmll ith.p12 here

&\—-‘-
SPL file and image files
J File Hame: |:s and Settingsiwsmithlow\DesktopwHew Folderndc _Icr| ShOLIld appear here
of Type: |A |v|

| open [¥Tamrer— Select "Open" button

« Ensure that you are sending folder.

e Check to be sure that you are not sending a
folder within a folder

o Select “Open” to continue.



Checking Path Name

Path:+ ocuments and Settings/smithlo/Desktop/New Folder/ndc_lcr >.
Root directory: ocuments and Settings/smithlo/Desktop/New Folder/ndc_lcr Ensure that path

name ends in
folder name

* Ensure that path name ends in the name of folder which
contains the SPL document and JPEG files.

 If path ends in file name, then you are only sending the
file and not the folder containing files.



Selecting Submission Type

Submission type:# | SPL v | <€ Select submission type "SPL"

e Use drop-down menu to select submission type
“SPL.”

 |f submission type “SPL” does not appear, you
have chosen the wrong center and not “OC.”



Verify or Select Digital Certificate

Current file: M:\SPL_Main\gateway'Lonnie Smith\Lonnie Smith.p12 < Verify that digita| certificate is present or...
New file: € browse to location of digital certificate.

 Verify that your digital certificate is being used.

« Or browse to the location of the digital certificate
on your computer.



Sending the Submission

Path:+ ocuments and Settings,-’r ﬂi <~
Root directory: ocuments and Settings/ Flease enter the password to unlock your ] : Select the "Send"
Submission type:# | gpL signing certificate i button

o - i
Select a signing certificate | |f“"'*-|._‘ 1
Current file: M:\SPL_Main\gateway'Lonnie & OK | Cancel i' “““““ Then enter your

: ——— i assword
New file: Java fpplet Window e, . P
MyCertificate.p12 or MyPrivatekey.pfx _a'h""-n_ 1

.
-
-
o,

send| <€ ¥

e Select the “Send” button.

e Enter your password to unlock signing
certificate.

e Select the “OK” button




Completing Gateway Submission

Upload Progress El

Done.

= Uploading CADocuments and
Settingsismithloleyclongluploadipharmforce_09_14_09 tar.gz1 253039549632
=

< Read message and click
"Close" button

[ »

i1l

AR MIMNG: ]
Do not close your browser until you receive a response from the server. This
may take many minutes far large submissions. Ifyou get a red bar and
processor error, do not resubrmit until yvou are sure the receipts were not sent. | _

=

= Diane.
= Click the Close buttan to continue.

Java Applet Window
=i p L

 Read message in prompt window
e Select “Close” button




Log onto FDA Gateway

£ =l webTrader % Help Logou
L‘kj ! B
My FDA submissions
mC
] Submission name
[] pyrethrum_board_of_kenya_er_10_10_09.tar.gz 3.1KB OCPP SPL + Backup found Oct 31, 2009 06:13:04 PM
+ Receipt
Acknowledgement

* Log onto the FDA Gateway

o Select the “My FDA submissions” or “Other
documents” hyperlinks



Selecting the File w/Core 1D

Center Type Status Date
OCPP SPL o Backup found Oct 31, 2009 06:13:04 PM
L)

lick the "Acknowledgment” hyperlink

* The first “Acknowledgment” link should take you
to window with core ID.



Finding the Core ID

Size Center Type Status Date
3.1KB QCPP SPL * Backup found Oct 31, 2009 06:13:04 PM
.

3KB

2.8 KB a /lew documen

o After selecting the “Acknowledgment” hyperlink, window
should display.

e Core ID is located in top left of “Acknowledgment”
window. (.txt is not part of the actual core ID)

 Use this core ID to reference submission when

communicating with FDA about status or issue with SPL
document.



Finding Error Messages

P i @WebTrader. - | Help

My FDA submissions

i
[ Submission name us
[] wellness_center.tar.gz 3 KB OCPP  SPL s Backup found Oct 31, 2009 03:09:46 PM
s Receipt

* Logon to the FDA Gateway

o Select the “My FDA submissions” or “Other
Documents” hyperlinks



Selecting Error Message

Size Center Type Status Date
3 KB OCPP SPL e Backup found Oct 31, 2009 03:09:46 PM
e Receipt

e Acknowledgement wnew

© Acknowedqemenp—\

Click on second (or third) "Acknowledgment" hyperlink

* Receipt of a second or third “Acknowledgment”
hyperlink Is indicative that there is an error with
your submission.

e Click on second (and third, Iif available)
“Acknowledgment” hyperlink.



Opening Error Messages

Size Center Type Status Date
3KB OCPP SPL o Backup found Oct 31, 2009 03:09:46 PM
+ Receipt

e Acknowledgement wew

cil257016187076.9279@lIntap01_te.xml

2.8 KB q
From: EDATST

To: Lonnie Smith (FDA)
Date: Nov 1, 2009 12:34:11 PM EST
2.7 KB ol | Submission messagelD: <18012736.1257016184535.)JavaMail.smithlo@cdI0080685>

View document
.

\ '

Click "View document” hyperlink

e Click the “View Document” located in the bottom
left corner of Acknowledgment prompt window.



Downloading Error Message

Axway - Document view - Microsoft Internet Explorer

Format options
Choose how you want to view the document, or download the document to your computer.

Miew as text

O view in browser - Choose this option to display the §ocument in its unmodified form.

PnMHJ
Click "download" hyperlink

~

<?xml version="1.0" encoding="UTF-8"?><?xml-stylesheet href="http://www.accessdata.fda.gov/spl/spl_repo
<document xmlns:xsi="http://wWwWw.w3.org/2001/¥ML5chema-instance” xmlns="urn:hl7-org:v3" xmlns:v="http://

<id root="1bad7666-2756-421f-b389-T90b409E3786"/>

<code code="51725-0" codeSystem="2.16.840.1.113883.6.1" displayName="ESTABLISHMENT REGISTRATION"/>

<effectiveTime value="20031025"/>

<3etId root="4728d6ce-6203-4cb5-8deb-00377ddeal82" />

<versionNumber wvalue="1"/>

<author>

o Select the “download” hyperlink to download the
error message to location on computer



Saving the Error
Message Document

Format options

Choose how you want to view the document, or download the document to vour computer.
File Download @

@ view as text

O View in browser - Choose this option to displ{ De you want to open or save this file?

Select the "Save"
[Printe | button in "File

Name: ci1257016187076[1].9279@Intap01_te.xml
Type: Extensible Markup Language, 4.99 KB

"
Download —_— ] From: esgtest.fda.gov
prompt
Open Save ] I Cancel | &
<?xzml version="1.0" encoding="UTF-8"7><? splz’spl_repa
<document xmlns:xsi="http://www.w3.org/2 s :v="http://

<id root="1bad7&6& 756-421f-b389-T7390.
<code code="51725-0" codeSystem="2.16 ‘While files from the Intemet can be useful, some files can potentially TRATION"/>
ham your computer. i you do nat trust the source, do not open or

<effectiveTi value="20091025"/>
s e e a2 s save this file. What's the ngk?

<zetld root="4728déce-6203-4cb5-8deb-
<versionNumber value="1"/>

e Click the “Save” button in the “File Download”
window prompt.




Saving the Error
Message Document cont...

= (o]
| Halp "

« Navigate to preferred location on your computer
In which to store the error message.

* Click the “Save” button to save message In
preferred location.



Completing Download

+13
== Download Complete

Saved:
-..87076[1].92798ntap01_te.xml from esgtest.fda.gov

Downloaded: 4.99¥Bin 1sec
Download to: ...\ 1257016187076[1).9279 @lintap01_te.xmi
Transfer rate: 4,99 KB/Sec

[CJiCiose this dialog bax when download completes;

[ Qpen H':'Deﬁfold-e-'” Cose |

------------------------------

e You can open the message from the “Download
complete” window prompt

e You can also close the window and directly open
from location on your computer where message
was stored.



Review the Error Message

ST

IS
i

A Validation Report
Fle Edit View Favorites Tools Help

€ D M B G P Jores @ -5 - [JQEEB

A

Al ss | =] C:\Documents and Settings\smithlo\Desktoperror_messages\d 1257016 187076[1].9279@&lintap01_te.xml v Go ‘l'}_- M

:1) To help protect your security, Internet Explorer has restricted this file from showing active content that could access your computer. Click here for x
options...

A

'Validation Report

Document 1bad7668-2756-421f-b389-790b409f3786 (version 1) validated against validation procedures
version 2 Revision 200910090048 on 2009-11-01 at 12:10 contained an error. For more information about
SPL implementation please visit Structured Product Labeling Resources. Please contact spl@fda.hhs.gov if
you have any questions or comments regarding this nofification. If you would like test your SPL file prior to
submiting to FDA, use the SPL validator accessible from this web page: Validators.

Overview of Errors

Review the error message



Configuring PC to View
Error Message

 |f you are experiencing technical difficulties
resulting in your inability to view the error
message you have downloaded, we recommend
that you follow these steps for Internet Explorer
— Click the "Tools" menu and select "Internet Options".
— Click the "Security" tab.
— Click the "Custom level" button.
— Scroll down to the "Miscellaneous" section.
— Enable the "Access data sources across domains".
— Click "OK" to accept the update.
— Click "OK" to close the security dialog.



Test Your SPL R4 Submissions

« Use Pragmatic Data Validator Lite to test your
SPL files prior to transmission to FDA:
http://www.fda.gov/Forlndustry/DataStandards/u

cml155514 . htm

e NOTE

— This validator tool is NOT connected to FDA
database.

— This tool assist you in detection of 90 — 95% of
technical errors in SPL documents.



http://www.fda.gov/ForIndustry/DataStandards/ucm155514.htm
http://www.fda.gov/ForIndustry/DataStandards/ucm155514.htm

Stay Informed

e Join FDA Data Standards Councill listserv

e http://www.fda.gov/Forindustry/DataStand
ards/default.ntm

v Dopartment of Health & Human Services

¥ www.hhs.gow

FDA u.s. Food and Drug Administration A-Z Indax | | Search [oc

Homa | Foed | Drugs | Madical Desices | Yaccines, Blood & Bielogics | Animal & Yeterinary | Cosmetcs | Radiaton-Emittng Products | Tebacco Produc s

For |I'|E|I.15tl'§l' Emall 1his page =1 Prind this page = CThange ForiSize B H
Homa » For Industry = Data Standards

FDA Resources for Standards

Validators B sign up for email updates., <
Drats Caunl

The FDA Data Standards Council coordinates the svaluakion, development, mamtenancs,
[ iy swrsd Praduet L ansing and adoption of health and regulatory data standarda to ensure that common data

[ E atandards are used throughout the agency.

Individual Case Salely Repors

Fegulated Product Submission
Structured Product Labealing


http://www.fda.gov/ForIndustry/DataStandards/default.htm
http://www.fda.gov/ForIndustry/DataStandards/default.htm

SPL-related
Technical Assistance/Questions

 SPL e-mail account (spl@fda.hhs.qov)



mailto:spl@fda.hhs.gov

QUESTIONS?
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